EPA REGISTRATION NUMBER 59639-183 - VOL. 2



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460
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Sue Shen

Regulatory Project Manager

Valent U.S.A. Corp.

2301 Ohio Drive, Suite 137

Plano, TX 75093

Subject: Submission of 1 Year Storage Stability and Corrosive Characteristic Report

Nipslt Suite Cereals of Seed Protectant
EPA Registration No. 59639-183

Dear Ms. Shen:

The conditional data referred to above, submitted in connection with registration under
the Federal Insecticide, Fungicide, and Rodenticide Act, is acceptable. A copy of the review is
enclosed. Should you have any questions, please contact me at 703 308-8043 or ‘
lewis.marianne@epa.gov.

Singerely,

I
!

arianne Lewis
Biologist
Insecticide-Rodenticide Branch
Registration Division (7505P)

Enclosure






BACKGROUND:

The registrant has submitted a study (MRID 49008401) which contains the results from a one
year test of storage stability and corrosion characteristics (Guidelines 830.66317 and 830.6320).
The study was conducted in compliance with Good Laboratory Practices (40 CFR §160).

SUMMARY OF FINDINGS:

The test material used in the study was the subject product. To evaluate stability, the test
material was stored periods of three, six, nine, and twelve months under ambient warehouse
temperature conditions (12.16 to 28.30 °C), in representative commercial packaging (white
HDPE bottles with polypropylene caps with induction seals). Two samples were evaluated each
sampling interval. The concentration of active ingredient was measured using high performance
liquid chromatography (Analytical Method VAM-22k-001). The results, summarized in the
table below, are within the established certified limits.

Table 1: % Clothianidin, Metalaxyl, and Metconazole at 3-Month Intervals

Sampling Interval | % wt/wt Clothianidin* % wt/wt Metalaxyl % wt/wt Metconazole
Initial 3.16 0.940 0.460
3 months 3.03 0.903 0.445
6 months 3.08 0.910 0.448
9 months . 2.97 0.902 0.443
12 months 3.02 0.895 0.438

* Mean concentration

To evaluate corrosion, visual evaluations of the test container and test material were performed
at each sampling interval. Sample weights were also recorded at each 3-month interval. There
were no observed physical changes in the appearance of the test container over the duration of
the study period. At the 3, 6, 9, and 12 month intervals, the test substance showed a small
amount of top clearing (i.e., separation), although shaking returned the material to a uniform
suspension. There were no significant changes in weight over the duration of the study.

CONCLUSION AND RECOMMENDATIONS:

The results support the conclusion that the product is stable for at least one year in ambient
storage conditions, and that the product is not corrosive to commercial packaging. This
submission satisfies Guidelines 830.66317 and 830.6320, and MRID 49008401 has been

classified as “Acceptable.”

Due to the tendency for the material to separate, it is appropriate for the label to include
instructions about how to ensure a uniform suspension prior to use (e.g., “Shake before use”). It
is noted that the label already contains the statement, “Always mix product thoroughly before
use.”
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
YWASHINGTON, D.C. 20460

December 12, 2012 OFFICE OF CHBEWICAL SAFETY
AND POLLUTION PREVENTION

VALENT U.S.A. CORPORATION
1600 RIVIERA AVENUE, SUITE 200
WALNUT CREEK, CA 94596

Report of Analysis for Compliance with PR Notice 11-03

Thank you for your submittal of 03-DEC-12. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master
Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.
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VALENT®

1600 Riviera Avenue V
Suite 200
PO. Box 8025

Walnut Creek, CA 94596-8025
(925) 256-2700

N ber 26, 2012
ovember 49008409

Submission of SS/CC Study
Nipsit™ SUITE Cereals OF Seed Protectant

EPA Reg. No. 59639-183

Ms. Venus Eagle (PM 01, RD)
Document Processing Desk

Office of Pesticide Programs (7505P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 South Crysial Drive

Arington, VA 22202-4501

Dear Mrs. Eagle:

Valent U.S.A. Corporation (Valent) is pleased to submit the storage stability and
cofrosion characteristics study per your request on 12-21-2011 to support the
registration of Nipslit™ SUITE Cereals OF Seed Protectant, EPA Regestration No.
59639-183.

Documents listed below are enclosed:

o EPA OPP Appiication form
» Data Transmittal Document which list the study being submitted.
« Study report of “Shelf-Life Storage Stability and Corrosion Characteristics of V-10304 0.37 FS”

if you have any questions, please contact me at (214)-784-5536 or via emai:
sshen@valent.com.

Sincerely,

ik SO

Sue-Chi Shen
Project Manager
Registration and Regulatory Affairs

Vaient U.S.A. Corporation



DATA TRANSMITTAL DOCUMENT

ACTIVE INGREDIENT(S): CLOTHIANIDIN, METCONAZOLE, METALAXYL

PRODUCT(S): Nipslt™ SUITE Cereals OF Seed Protectant
EPA ID NUMBER: 59639-183
SUBMITTER: Valent U.S.A

1600 Riviera Ave
Walnut Creek, CA 94596

TRANSMITTAL DATE: Nov 26, 2012

REGULATORY ACTION SUPPORTED: SUBMISSION OF STORAGE STABILITY AND CORROSION
CHARACTERISTIC STUDY

VOLUME GUIDELINE STUDY ' MRID
1 Title: CoverlLetter_59639-183_120720
Author:
Lab ID:

Study Completion Date:
Valent Accession No.:

2 830.6317 Title: Shelf-Life Storage Stability and Corrosion Characteristics of 49008401

830.6320 V-10304 0.37 FS
Author: Nie C

Lab ID: VP-37855
Study Completion Date: 2012-06-28
Valent Accession No.: 201200159
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INERT CLEARANCE STATUS FORM

Reviewer Name: Aswathy Balan Request Date: 06/15/11

Tel: 703-347-8787 ISB CUBE: S 4810 MAIL CODE:

A. COMMENTS:

Ms. Sandra Rock in the inerts branch team accepted the ingredient RPD0048 Sunsperse Red 48:2 under 40 CFR 180.920 for seed
treatment uses and the registrant send a revised CSF with the ingredient Kathon CG/ICP preservative within the limits. Thus all the
inerts are now approved for food use under 40 CFR 180.920, seed treatment use only.

B. PESTICIDE PRODUCT INFORMATION:

Receipt Number: 897569 Date on CSF: 05/23/11 Food-Use Pesticide: [x] Yes [[No
EPA Reg. No/File Symbol: 59639-RIG Formulation: Basic, Alt# 1,

Al 2
Product Name: NipslIt Suite Cereals of Seed Protectant

C. INGREDIENT INFORMATION:

Tolerance E)u(emption(s)l
Ingredient No.1 910 920 930 940 950 960

Chem. Name:

Trade Name:

‘l
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CAS Reg. No.

Comments: This ingredient is not approved for food use under 40CFR 180.920. This is approved for non-food use only.

Ingredient No. 2

Chem. Name:

Trade Name:

CAS Reg. No.j

Comments:

Reviewer Name: Aswathy Balan Review Date: 06/15/11

'Language from the Code of Federal Regulations (40 CFR 180, subpart D):
40 CFR 180.910: Inert ingredients used pre- and post-harvest; 40 CER 180.920: Inert ingredients used pre-harvest; 40 CFR
180.930: Inert ingredients applied to animals; 40 CFR 180.940: Tolerance exemptions for active and inert ingredients for use in

antimicrobial formulations; 40 CER 180.950: Tolerance exemptions for minimal risk active and inert ingredients; and 40 CFR
180.960: Polymers.

Inert Front Office Form 3 Page 1 of 1
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